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Declaration of James Gordon Still 
Under 37 C.F.R. § 1.132 

Sir: 

1, James Gordon Still, hereby declare as follows: 

1 . I am a named co-inventor on U.S. Patent Application Serial No. .1 0/075,097, entitled 
"Methods of Treating Diabetes Mellitus," filed February 13, 2002 and claiming 
priority under 35 U.S.C. § 1 19(e) to provisional application serial number 
60/269,2001, filed February 15, 2001. The other co-inventors on this application are 
Christopher H. Price, Nnochiri N. Ekwuribe and Jennifer Ann Filbey. Additional co- 
inventors Aslam M. Ansari, Amy L Odenbaugh and Balasingam Radhakrishnan have 
been added to this application as set forth in a Request to Correct Inventorship Under 
37 C.F.R. § 1.48(c), filed September 30, 2003. 

2. I was an invited speaker at the VI International St. Barts Symposium entitled 
"Diabetes 2000: Therapy and Technology" and gave an oral presentation to an 
audience of about 60-70 attendees at that meeting in London, England on May 12, 
2000. I prepared a set of slides using Power Point® software to present during my 
talk, a copy set of which is submitted herewith in the attached supplemental 
Information Disclosure Statement. These slides were displayed during my 
presentation, which lasted about 45 minutes. I controlled the display of each slide by 
personal operation of a laptop computer. No copies of the slides were available to the 
public at any time either before or after my presentation. 
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3 . I gave an oral presentation to an audience of about 60-80 attendees at the 200 1 
Annual Meeting of the .American Society for Clinical Pharmacology and Therapeutics 
in Orlando, Florida on March 9 : 2001. I prepared a set of slides using Power Point® 
software to present during my talk, a copy set of which is submitted herewith in the 
attached supplemental Information Disclosure Statement. These slides were 
displayed during my presentation, which lasted about 20 minutes. I. controlled the 
display of each slide by personal operation of a laptop computer. A handout was 
available at the presentation but no copies of the slides were available to the public at 
any time either before or after my presentation. 

4. I hereby declare that all statements made herein of my own knowledge are true and 
that all statements made on information and belief are believed to be true; and further 
that these statements were made with the knowledge that willful false statements and 
the like so made are punishable by fine or imprisonment, or both, under Section 1001 
of Title 18 of the United States Code and that such willful false statements may 
jeopardize the validity of the application or any patent issued thereon. 



pa.^ 1 of* "'3 

.Document -by Citation- 530 F.Supp. '846 ' =" 



Ssrvics: Get by LEXSEE® 
Citation: 530 f. Supp 846 

--30 F Sudp- 846, -; 1981 U.S. DlsL LEXIS 14892, 
" 210 U.S.F.Q. (3NA) 7.27 

R= „ N7= QF , h£ UN! VERSirr OF CALIFORNIA and. Wright Manufacturing Company, Plaintiffs, 
R^GcNi- jie u v, .HOWMEDICA, INC., Derenaant 

Qv. No. 75-449 

UNITED STATES DISTRICT COURT FOR THE DISTRICT OF NEW JERSEY 
530 F. Supp. 846; 1981 U.S. Dist. LEXIS 14892; 210 U.S.P.Q. (3NA) 727 . 

March 12, 1981 
CASE SUMMARY 

PROCEDURAL POSTURE: PWn«* MJLJjd ^^^^^^^ 

procurement of their' patent. 

OVERVIEW: Plaintiffs sued defendant ^^^^^%nt they 
manufactured and sold a knee prwjh ^^^ wJs patentable, Hnding it novel 
held. The court nrst nelc .ha, une plainti ,,s inv e o XDe rimental and certain 

where implantation outside the one yea grac peno do 
Printed publications and lecture materials d« not b^ j £ kne ^ d P ^ Qf 

and rinding it ^^f's allegations of fraud in the 

plaintirrs' patent. Next, >ne coj. >. ^J"- de in the aD plication were not 

procurement of plaintiffs' patent wnere changes -maoe in * P ^ 
substantial and were not intenoed to Deceive or of flle wrappe r 

. . A „ ma „r ' nr defendant where, although plaintiffs' knee 
OUTCOME: The court entered juogment and nonobvious, and although 

. patentability, subject matter, constantly, le -- ure < 
downwardly, revisions, rotation, catalog, inval.o 

LexisNexis (TM) HEADNOTES - Core Concepts - * Hio^Conceots 

Patent Law > R- Anticipation tiii 

parent Law > uriiirv Roniiirsment 

D 3 r= n : Law > Nonc bvioijsnes,? .... _ u ;~ I! c - 5E O" - *: 02, 

^Th« statutory conditions oZ-patentabuity, as set ■■- — - 

"are novelty, utility and nonobviousness. mr- ■ Ik- Th,« heaonoze 
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T^ove^'oTnewness of an invention or c.scovery is ,ne key^one -o 
patentability. M"- 1 TnK Heagnots 

**SM_La* > ]«yj^^ Qf actjvity which negat£ 
""novelty and render an invention or discovery unpa.en.ao.e. =>.- ... L-L- 

1Q2, Mnrp Lik£ T his Headnote 

Paten- Law > """-'^ * Anticipation ^ 
Parent Law > ^rntorv 3ars > Public Uy 3 

parent Law > statutory 3ar§ > Or. Sale 'iuI nr - t w B one year arace period during 

. T^Tjhe critical dare indicates tne « m ™ncemen, o, ^^^^efcial activity without 
which an inventor ^ ; ^«^-^^^^ ength 0 f Sis period 
prejua.ce to ^j^.^^^ interest in determining whether or not e 
reflects a oalance of (a) ^ne inv - n ^ sufficient amount of time to 

patent is desired following sales ano ,n having c ^aen nting an 

laws. More Like Th is Headnote 
Patent Law > Sttmrtorv 3ars > =vppnmen;al Use ^ . 

Patent Law > Nononviousness > HntF of Invention . , ; y c f. S. 6 102 (b) bar Is to 

7^17^ purpose of the experimentaaon ^^1^^^^^ erfected 
al ,ow the inventor ^ te £n reduced- to practice by sufficient . 
X for purposes or pauentam ity f^ c ;^ nB5 jt tj|ity> Tnu£ , the use by ah • .. 

O ■ t£Sting and ^^^^ ~^^L P ^s before it has b.en. . 
O .. inventor, in gooc .aiu tor tne pu, p statute, 'eyen if . 

S ' I^tS^. :V^X^ -urn. Simi.ariy, a sale which 
m ^"he same qualifications will not render a oroouct 

5 unpatentable. Mnr- ' This Headnote 



> ■ D ,r=n: i ,w > Starj:orv3ars > r^rimental Use ^ 



^; r oSc^;=f^re of an invention the patent owner has the 
"burden, which must be satisfied by clear an* convincing 



0) 

m 



evidence. Mnrp Like Th fc Headnote 



patent '-aw > ^aaJtorv3a rs > 5^erjm^§LU5£ ^ 
exDerimentation. 1 Th|c Heaonote 



preclude sntltlsment to 2 pWwt av'ifTMt H« W ng« 



HN8-m 



Pgtent Law > ^mrnrv Bar; > £uoiic Use 
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oe described sufficient^ ■* . P ; >° with0 ui further genuine 



n 2II=L ^, ^n.rorv Bars > Public^ ^ _ 

^tenr Law > SBBUtQD^ > E*^™^^ - neory that 3n idea once published is in the 
hnio ± me publication oar is uesea upon L ne r thereafter in excnange ror 

public domain, and that no cons-oe auon can b- o, -e q . ^ 

the grant of a patent monopo y. - r oi * , -son ano ^ . ^ ^ ^ 

parent '.aw > Nnnnnviousness > 17" ^l^^nTwntabillty thus depends upon the'non- 
HNii+sae the Patenc Act, < - " , ■ - • ■ patented to a person having 

obvious nature of the s"PJ^^f ^"^^ ^BBUiLSJiGl the scope- 
■ ordinary skill in the prior art. MB lf^^^^ d iff^^^ the prior 
and content of the prior an « »^ "^^/^ the level of ordinary skill in 
an and the claims at issue are to 1 D e_ J*-™^ £he ODV iousness or 
the pertinent art resolved. Aga^h s ^«^no ^ 
nonobviousness of the ^oje-ct rna^er is^ oet-rm rf failure qt 



patent Law > Originality > ^^Sg jtttaches to a oatent, and the burden of 

^rorit Law > inrrinoement > fisfanSSS _ |d defense in a suit for patent . 

'n^ST^W -Sor^ Son, fraud 0 r c*er ine^.ie 

>_ conduct, ^r- ' iUc Thi,: * s30n ° r - £ ■ 

,9 pp-ntl** > ir^uit^oaaus. > M^iitv^d^^ ^ 

U Paten^Law > Ir^nnsement > Derenseg = jd t the nig hest Standards of honesty 

HI HNi4 ±An applicant for a patent, ^ erorc ; '%_ tent t0 the patent and Trademark Office 

fij and candor in presenting h«s ibffl for ^ J^™^^ for - distincrion between 

^ (Patent Office). In tn.s regaro, ~ ? omi£Sjons . If such 

=J affirmative misrepresented and^^^^ be macerja| jn order t0 

< misrepresentations ^ omi^ons_ar So? mat enality, however, is a liberal one. 

> affect the vana.ty or the paren. i " e mat p r ial f a finding of fraud must oe 

in addition to ?™P«™ or recklessness in 

representing tne isc^ -.a 



4^i 



??.ren. Law > infringement > Defenses 
wvi5+ See " C.F.R. S j^56. 

PR-en- Law > " c a- I J"'-.* 

H N 2 6 ^ 5 £ £ 37_JLiiLf^~.5 . • 
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p a «n- Law > infrinaement > SuBteffl^^J^ 1 DrODO nderance of the evidence rests 

wi^Th- burden of proving. .nrnngemen,.by o p.-pono 

"uoon the plaintiff, jasas^aldiiiifi^ 



£3|g n L usw > infnnoen^nt > ^M^^^ ^ embodiment of the patent is 

pgjgny^. > inf^oemem > ^^^f^Z^^ in the patent ciaim must be incorporated . 
^IFTto establish infringement, eacn eiemem in tne p 
~in the accused device, j jnrp ' This Heaano cg- 

?he patent's protection. Mon^^^ : 
Pw r,ntL»w > infrinsgmgnt. > P^snne_ 2 fl3iLy«. ^ - 

P^ntLaw > MnnosragrLt > Pros erin ^7J™Z , re ach 'he "issue of equivalence. In these 
hnm* In some situations, it is un u necessa ^ ir ° re of T h ; Datent contained in 2 file wrapper, 

. -situations, the ^ ^^^^ ™ d ' " k 
reveals that the patentee has sum enoer.a ?3t2nt and Tr aaemark 

otherwise limited his claims in response ,o ooje-j 



Office. Mnrc iikeThi." Headnore 
p^enLLaw > infnnaM ■ 

>*rem Law > tofdnflsmsni > np""*™ ?uTrfP = r^ nds" of HSe Patent and Trademark Office in 
«N22 ± if -an applicant consents to the °^'' anc5 0 * tes as a disclaimer, and the 
-order to obtain the patent, su^cons^opw^^ 
applicant is thereafter oouna by it. mo^jJ^ 

£ £3120^ > InfdnaerBent > poctnne^auiya^ ^ ^ 

^gny^gw > inrnnaernent >. ^^jm^^ ^ t hoider frorn | ate r 

^tent and Trademark Off.ce to 
recapturing uie u | _ hic HeaanDK 
secure approval or tne application, no- 
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OPINION: [*84S] 



OPINION 

?lalntlft - The Re9snt5 of the univers^ caifornia sthe ^ner of a S ; Patent l^g 
and plaintiff Wright Manufacture Company » J* -*kav k ^ ^ _ ^ ^ ^ 



LU 
GO 



FINDINGS OF FACT 
PARTIES AND STANDING 




fK^r-ainafror " Wriaht" - ) is s Tennessee corporation. 

2. Plaintiff Wright Manufacturing Coir ipany (h Wright the exclusive righrs 
3y written Agreement dateo August i, i-/ , - invention described and 

3. Wright, at a„ times r f vant ^ ? to ^ ^ ,„ ^^^t*^ 

which emooiy the invention of the Waugh Patent. 

- r r^^i^ a* wine UC T is 2 trademark employed -by 
. ,4. -UCI is an acronym for University or Cal.fo ™J^™^ ^ * of tne knee prosthesis 

£ ■ - ' ■ ^;;fSS*SS "Ua Knee,, from its «rst . 
OL introduction in the market. 

Q /u „,f- a r "Howmedic3'") is a Delaware. corporation 

O 5 . Defendant Howmedica, Inc • (hereinafter d « ) . manufacIure d a 

LU maintaining a principal place of business Nevv 3e. sey I - [ ^ 

^ variety of knee prostheses rrom the cany i-30 = -nroug 

5 DEVELOPMENT OF THE INVENTION 

S. The invention of the Waugh Patent 

orthopaedic surgeons ^sociateo with tne Un-versi^o a.. ^ p _. 

inventors are Theodore Waugn, Ricnara Smitn, ua.sar u, onn , 

^ „«- ini-= s iiv >-i*d to interest Howmedica in assisting in the 

reasons which are not relevant nerein. 

i - r n n rhe develoDmental assistance. Wright 

S. Thereafter, the surgeons WW*** £^ Models and in underwriting _ 
invested time and expense 'n ;-ne making o, * - k , th the £X?e ctation or 

orosecution of the patent application. W,.gru unoer.ook n. , 
being awarded an exclusive patent license, wn.c it .n , a c. — t , > _ 

. _ • ^^-^^rwn- kn aoc that were tested in 
5. Wriaht worked with the surgeons anc prooucea P , ,tOtyp- kn„. 
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• ,nd -aching 3y the end of 1971 the doctors were ready to test the knee in a 
C3 cavers anc macHines*. =>y 

livinc patient. 

■ •■ nf UC Kn~ in a iivino human was [**4] made on January 
10. The first '' m P ,anrat, ° n 0T . Ln ^w^ -, o 72 which is the last date not more tnan one 
12, 1572. (The critical date *T~°™*2^tianfor th» Wauah Patent.) The implantation was 
year before the filing dare or ™ appliooon ' or ^; ^ od b Dr . w . augh with the 
made on a "/^^ in attendance. Approximately nine 

Z^^^L ^ others observed the procedure. 

„ The imolantation attracted the attention of the news media, and certain accounts of it 
w'.'re published. (=xh. DX-23, 24, 25, z/) 

12 . Dr. Wau g h parted the ^^'^^^X!^^"^ 

considered the operation -on Jessen not ,o have oe_n 
living human was in March or A 9/£. 

*~ ^Hx/ciHanc at the " 01st Annual Session 

13. A lecture by Drs. Waugh and Smith was ^gnjen , to P « * t0 cne critic3 , 
of the California Medical Association on reoruary 

date. - 

14. The CaWom, Hedica, *^J^»^£S£M£ » 

State of California. About 30 peop « ^™ea ^ P^ en meetjng and gue5ts ware also 
(Exh. DX-32) shows **~%^J?JZ%£~ or secrecy required of the particpants.. 
brouoht bv tne participants, i ner.. w« u 
A press conference was held after the meeting . 

. .no. n- -he le^ur* had no salesmen there, and had no brochures 
-. * wriaht had no knowleoge o. -ne ie„ur_, nau 
on the knee in- existence at that time. 

,5. Dr. Smith gave a lecture wh.c* de tf£5n SiS wScn^wed pictures ' 
connection with this lecture, ^^^^^^^sucn slides at the aforementioned 
and drawings of the UCI Knee . he [^^J^e invention claimed in the Waugn Patent 
lecture could not and dio not aoequa.eiy G1 ^' ose , the art t0 make or use the 

to the extent necessary to teacn a person o de scribed the essential 
invention, even if the slide pres a "nd D X-38) 
elements of the patent claims. (=xh. U ^, ua 

, 7 . The public did not have access to the » *" — ^ " 
prini of the slides were made prior to sa,d enseal oa... 

. ^^^-i r h=,ract»r of the 3essen Implantation 
18 . Dr . smith, -~*S^Z2S8& S£S5i Hedica, Associate 

are set rortn in trie l^xl l u j 
wherein he states: 

"The oatient had a good ciinica. "9-" ^^^^i^^, and 
generaHy good heaith otherw.se ■ ~ wee Y kiy orthopaedic . 

oniv 52 years or age. ne was ? r - s ; nL r: t , he exDe rimentai nature or me 

conference, a no after tnorougr > exp.ana,.on a ,o ; ne . f jt ^ ^ was 

nroc=dur= =>nd also the fact tna. ne may sou om. - ^ n(HiH _,, = . 
prou -our -nL H ■ becoming our first c3noioa,=. 

asked ir ne wouio oe ini.=! — 
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(Exh. DX-23, ?. 5) 

19. During the same speech, which was only two days prior to the critical date, Dr. Smith 
also stated : 



-he nresent rime the patient is out of his cylindrical cast, ambulating 
4utious Y S crushes, without pain in his knee, being encourages * overcome 
S ^Salapprehension in ranging his new knee, a no gmng us hope tnat the 
design will warrant further trial. " 



(Exh. DX-23, p. 6) 

20. Dr. Smith also stated in his speech: 

^am-* -n nive the audience some insight into what goes 

SS* S-f £ ^ Wn du* 9 ««• sta 9 es on* _ . 
development, and be S your indulgence at tnis ume. 



(Exh. DX-33, p. 6) 

invention of the Waugh Patent. 

22. Wright assioned a catalog number to the UCI Knee prosthesis prior to shipment of the 
knee prosthesis that was implanted in Mr. jessen. (cxn. DX-28) 

„ kar fn bhp ifnpo prosthesis at that time to maintain specific 

23. Wriaht ascribed a catalog number to tne Kne- P ros ^«' 5 ber readv s0 tnat 
records* that which it would eventually snip ana * nave ^ ^ . 

some indeterminate future time tne knee prosthesis -ouia oe orrer.o 

-K=.f wrinht would furnish nonclinical experimental knee : 
|2 fcr *,ca, expen.enta, ,nee 

prostheses. 

the [«i 8 ] University and Veterans Administration nospitai. 

-mnor -or; nevor pobilled. Althouah such actions may [*851] have 
£n^££ S#^~~*"* * * Pat-t, tht sale, nonetheless, 

was for experimental and not commercial use. 

- ■■ iA/„',nn '^ S nf or rir= Reoents made no attempt to offer the UCI 
27. The inventors or tne Waugn .-stent o. tn- k-j- 
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— - - -^ic ^- anu ur" Kn oc for imDiantatiop.s by 
Knee for sale prior to the critical date i ne nr * . .1 ^^^Vfering for sale to the 
doctors other than The court so concludes 

orthooaedic community a, larg. oc -^r. p mDOnonts rtairned in the "131 patent were 
notwithstanding that tne remorai ano ud _ - - respectively in December 1971; that a 
assigned commercial catalog numoers ijKUano ^CL. _ _ ^ ^ ^ ^ ^ ^ 

"sale" ^^^^^ ?52^c^wire id^tic 3 rs^es forms; that the December 1971 invoice 
1371 ano August 1-/2 invoic we r- jp th£ r) eC emDer 3i f i~7> 

Exh. DX-2S tracks the August sale ^ >nvo,c n -v ry , cornponen ts for $ 325.00 

invoice (Exh. DX-28) Wng t solo twc, Ca«^ ^ . ^ £3C , t0 the 
each ano wo Catalog No. L *J - . . - D Me mpnts, lennessee (cxn. 

University; that the ^ terms were ne, ^(30) a ys, .^.^ ^ . ^ on 

*^£Vo^ so^he University one knee femora, template guioe 

fer's 325.00 on the same sale terms. (Exh. DX-29) 

, ^ =oii * UCT Kne» for any Durpose other than implantation by 
. 9 S . Wriaht made no attempt to sell a JCI Kne. ion » * • f 
the inventors for experimental purposes pnor to uhe c, it.cal oat-. 

„ ii rpc Q < UC Knee prior to the critical date were experimental and 

30. Howmedica was and continues tc ,be ^f^^^^^ZTln 
interested in an improved device tnat na comp0 nent and a 

... . December of that year, Howmedica sen^-ugha pnDjYP^ ^ ^ ^ 
" ■' Macintosh tibia component. Letters, me -;' n f fixation and to orevent warping and to 

k nee. These involved strufiural cnanoes ^™^ n0nued en gin eenn S [»»] 

■ , i/-t ^oc manufactured "by Wriaht and obtained its 

31. Employees of Howmedica examinee a ^-™nu,act, 

dimensions. Howmeoica obta.nec °"^ c n ^ tne de sian of its competitive knee, 

analyzed it, including its ° ime ™^< ^ and several members of the orthopaedic 

cataloo 543S. After these evaluations ^^flf^ desian W2S then developed by 
community that act as advisers to ip * t ' d 4 ian . Howmedica spent over 75 man 

Howmedica during 1973 to compete witn ^^l^'e* prosthesis and over 200 man 
: hours developing the engineering a^eas o, u ^ ^ that l5 ide ntif.ed in a 
cu hours developing tne necessary rooiiny 
< contemporaneous engineering report. (=xn. DX /-) 

i in Knee' because it perceived the UCI 

32. Howmedica decided to P^*™™^?^^* to provide for flexion 
Knee to have market acceptaoj,^ ^ ^n^ent Howmedica produced its knee with the ■ 
and extension while reta.n.ng the cuciate i.game showed HowmedlC2 cne 
guidance and approval of the inventory o, .jhe JC ^ wjth ' jt _ change£ were disc , jsse d 

UCI Knee in his [-11] °.™ Saw"t° Improve uoon the UCI Knee with Dr. 

including changes in size. "°^ea.c a sougn^t imp ^ jmprov/ernents 

Waugh's cooperation and nopec tnat ^ ^ - h ^ to prQduc£ £ knse rhat w2 s a ,r 
over the Wright version or ^— K ^^ 3uah published an article in 1975 in which he 
S^S tS" haS S^e'at^iring reoperation ranging from 10 to 20 per - 

cent. 

• • r-^ ii-enchant- with Wriaht and felt that if there were to be 
r*852] 33. Dr. Wg™^^^ to do it with Howmedica rather tnan 
any runner worK on ..ne kne. o-vic_, ^ -Jowm^ic' souaht to negotiate = 

Wright. Whiie developing its m^no with Dr. Waugh, Howmedica was not 

licensing agreement witn Wngnt . , 0. t 5 — " e with Wrignt . During the meeting 
aware of a patent application no. c iiu.ns.n- 

. . ■ n ^-^4r-o,i9b7d^7ddba67955d430!6db&csvc... ! 0/2/20.02 
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« *o B - r-att»rc Confronted with this information, Howmedica 
Howmedica became aware o, ^ ma^.-. develoDment of the product. Howmedica 

product he did not desire to develop. 

^ > ^ — k a license from Wrioht but no agreement was reached. In 
- 34. Howmedica did ,n ,aa ■ HowmediC2 visited Mr. Ryiee in Mempn.s to 

October of 19/3 Messrs. Keller ana senn-- be accepraD | e lf It 

discuss the matter. Mr. Ryiee ex p ^^^ C J^: d Dat ent monopoly in a manner ■ 
protected Wright's !^^^^Z^^ m m^ -nd who_couid not 
sufficient to protect Wr gnt = sa Jf s ^^° de velooed sales organization. In essence, Mr. 

3, Howme.ce, ^^^^^ o^ln^^ 

■market with a copy or tne UO Kne c na «; ' T 8 jd keeD the case in court ror a 

be forced to sue; and if Wngnt aid sue, ^" ww ^ on by continuing t0 

number of years sufficient to ^ n ^f^ nt ^^ n of knee prostheses came along. 
- X "Wngnt was of msufficent fmancia, 

resources to [**13] sustain such a legal battle. 

. u^ a A fnr sale a knee prosthesis first called the 
35. Howmedica thereafter ^ufz^^^^^^r to the Wright UCI 
Howmedica Vittaiium Irvine .oral P S^^ U ^,,, um Y lrv tne Total Knee Prosthesis in 
Knee, and Howmedica first o.spiaye " ^^^Vcademy.o^OrthopBedic Surgeons in ■ 
January 1974 at an annual convenDon of ^^romotional-lltarBtura distributed .in 

Dallas, Texas. Howmedica used ,ne word irvu* m ^ ^ Wright naQ . 

association with the promotion °' ™^ ^"trademark "UCI",' which stands for the 
previously been manceting us UCi Kne_ una-r 
University of California at Irvine. ' 

... c-a-oc Dis— ict Court for the Northern District of lexas 
« f^ed^ fu^her d,semi.ation by Howmedica of 

8 the promotional literature using the word Irvine . ■ / ' 

38. Howmedica also copied four >"Stru^ 

designed and patented by Mr. Ryiee o, Wnght^n by Wrignt . . 

Howmedica displayed photograpns or .nsu-umenus ac.u y. 

holes in me central fixation fin of the femoral 

39. Howmedica [-14] also copiea hole in -h ^ ^ ua ^ ^ they 
component of the knee. Wngnt suds ^ uen ^ r -rnov ^ ^ ^ ^ ^ ^ 

H w- e found to be unnecessary, ano ..hereafter Howmea c 

S .0. Mr. Rylee spoke * m Mr « «. tEffiSJSF ^ 

« of me pendency of*, a license. 

Howmedica s intention to market i_ mi— h 

• »t -hp im» of ^he Dallas convention, Wright affirmatively 

promotion and sale of .its ^^^f-^^, took e license 'on the instruments 
prosthesis to «°«™^£:;^™:rr,c,m to enforce subsequently issued patents. 

oniy , 5 no tn£ pcmsr ap^-n i. — 
(Exn . P- 3) 

43. The patent in suit, the Waugh Patent, issuec 



Q_ 



UJ 
_J 
CQ 

5 

I 



on Man 



II, 1975 (Exh. P-l). On May 13, 
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■ ame a war* of 'he issuance of the Waugh Patent. [**15] (Exh. DX- 
1S75, Howmedica oecame awa.c or .n- 

84) 

f -hp i-uanc- of the Wauah Patent and Wright's demana to cease 

44. After becoming aware or ,n L';^ r . ^ontinueH the manufacture and sale of the Howmeaica 
infringement in May 197:,, How ™* 1C l n "JJSo Kne" was deleted from the Howmedica 

5439 Total Knee untH 3anuan, x980. (less than 100 units), 

catalog or January i980. is/- sai-s. • 

. ^--a-icnn of *tie enaineerinc drawings and as-built 

45. As the result of an ^^^^^^^n 'and comparison of the ■ 
drawings for the respective knee ^^J. n J enalnm presented as witnesses in this 

respective knee ??^^' ■"^^Hewmedica "54.39 Total Knee was designed by 
matter, the court nnos ma, tne ac -^ e - h the fol , owin g aifrerences: 

deliberately and substantially "^^J^d hereinafter.) 
(The significance of sucn airrerences will be aisuu-s 

■ * . -sdii ar» used and that a continuously changing curve 

S »»■ - " 6433 does not 

have an infinite number of curves. 

• /-'• u,«=^ nrnn\/P in the upper articulating surface 
nr5UO .. acks in the upper plateau surface neither of wn.ch 

\:*» ^sarss^ . 

length. - . 

u ^ncworcip cro«-section a curve forming part ot 
r A ia i^npf have n each transverse cru— . iC - JU 
d Neither ooes the o43? Kne_ ncrv^ 
a circle of constant cross-section. 

PACTS RELATING TO DEFENDANT'S "FRAUD ON T,E PATENT OFFKE" DEFENSE 

Mr; Ryiee. 



a. 

O Mr; Ryie 
O 

UJ 

„J 

m 



3 



< 



patent attorney. 



ni-n- ^-rut-d the Declaration, Power of Attorney and ■ 
48. Prior to the time that t ne J nve "*°:\r!j;r^- a severa , d rafts of the patent application haa 
Petition that was filed with the P K f; "PP^^r* scrivener. (Exh. DX-43) There is no 
been made, some by Mr. Ryiee and at le ^ one °Y lIwmton . Dr. Waugh never 

fc evidence that the completed »PP |CT J0 ^ B * s X UQ h 'consulted about prosecution of the 
2 communicated with Mr. Scrivener nor wa Dr Waug cons ^ ^ 

S 23! patent application. Dr. Waugh never [ 17 uon ^ ^ ^ Qf ^ flna 

cT^ges to the application ana did ^^^^-on of the application for the 221 P^nt 
version of the application. Preparation ana pro se u L aDDiic3tion was prepares oy Mr. 

was controlled by Mr. ^J^^^^SS^ as fiied by Wright was ever shown 
Ryiee. There is no ev.oence unat L ne comp e ■ did not read the application ana 

to or reviewed by the inventors prior ^mg. ^ n decJar3tion forrri or, November 14, 
claims as filed on February i4, is /J, wnen jce-jur . 

. . „ ... - h= inv ontor- revised the patent application or that they were 
ao r n or= ic no evioence --i.e. -.He inv.ti.j. - - _ 
aw5 ;; "of'and aooroved the revisions Prior to its ruing. . 

_. . . ian .H ^ Declaration on November 14, 1972. No application was attacneo 

.50. i ne inventors signeo t.n — — 

. . . o ^_ s ^o- K i9b7d557Qdba67955d430l6db<S:csvc...' 10/2/2002 
http://^.)e>:is.com/'researca/retneve?_in-8-->4^ ul»/u 
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,hon it w « ex»cut«d Althouah £ draft may have been in existence 
to the declaration ^^^J^^ed, it was not the application which was filed 
and present wnen the oeciaiation web -*-- u < 

with the Patent Office. 
[*S54] 

„»riP *o the oat»nt application subsequent to November 14, 1S72. 
51. There were cnanges ma °^f^l^7 [«1B] and was f.led with. the final 
The Declaration, however, wbsjtol i e-execut--, l i0 J 

apDlication on February 14, 187 J. 

Si Th-r* i< no evident that the completed application as AM by Wright was ever shown to 
o r reviewed by the inventors prior to filing with the Patent Oftice. 

S3. Mr. -herd Wahl, ^^^^^Xtt^ *" 

S^-Sck^he application had It known of the revisions: 

a The first area concerns changes In the range o, motion attributable to the human knee, as 
set forth in the Background of the Invention. 

b The second area concerns the apparent reversal of figures of the drawings. 

c. The third area entail, the bifurcation of the claims, resuiting in an additions claim being 

added. 

Ninvprnber 14 1972 were not substantial changes. 

forth their claimed invention. 

. . m a ^Kor * -i 072 were not made with any intent to 

> prosecution of the application. 

8 56. The Patent Office wouid not n^^«^«« £ 

S Ss^ Wa^o^^ -d ordered applications to be struck 

m from the Patent Office files for similar rev 1S .ons. 

5 57 Counsel's conduct in filing an application with minor post-oath revisions was no: in 
$ accordance with the prevailing Patent Office rules. • 

^ ■ - ' - - .u, r-=f^n^ ^hroo affidavits were filed in the Patent 

{— 58. In the course of the prbsecuuon or the pacenu, jn ^ ^ Qn£ of Mr _ - 

GO Office on behalf of the Regents, one or Dr. looms, one ot jr. 
JAJ Ryiee. (Exh. DX-3) 

\ , , UODDrt * fmdina that said affiants knowingly made any 

55. There is nothing in me recoru lu suppon ™aing inaccuracies reoardino the 

incorrect statements or exaggerations knet a nd the ihape of the 

rotational characteristics of the Kolycemnc knee, ,ne ^eomea.c 

femoral condyles. 

SO. None of the pnor ,* referees upon wb£ riowmed£ reiies are J-^^ 

Drs. Frankel's and Burstsin's work on instant cenue.s. 

. . .. rii<;-iosim pictures of zhe Geomedic knee 

51 Mr , R yiee filed an affidavit in ine ;-3ienL 0.,u.= aisucsin s 
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brouaht samples or those kne~ to => 

... a..; M , d v I=<= knew of but did not call to 
52. The only prior art the Examiner (Link patent, 

the attention of the ^"^^ "f^JS^r otherwise known to the examiner tnrougn 
which is the St. Georg Stea; MGn proves s ^ (3o hnston patent). (Exns. f-l and 

oartioipation in issuance or tne pnor a, . pat-n. . ^ acqua inted witn tne pnor 

bx-B) Mr. Rylee conducteo *^**^r^c to knees. Mr. Ryiee admitteo be.ng aware 
art. He reviewed all tne ava.iaDleM., - a^ - r fgmora| componsnt an0 tne Geometnc 

- ^ bSf0re ^ P3tSnt 0mC£ ' 



Footnotes 



different names. 

r**2i] 

=nd Footnotes 

-,Pd l Exh DX-i 3) is a modification of Link and was known by Wright 
[*855] The St. Georg ilea (txn. DX -j; » 
but not cited to the Patent Ofnee. 

~ ' . r> v * ic - ^wo-Dart knee prosthesis. One part,- the 

63. The invention described in the ^^^^^s^^im parallel runners 
femoral component, consists * condyles, the runners being neio 

oenerally following the contour o, che normal remo is£ai ^ of the Tsm , ne 

Loether by a system of bone flxaoon or .ne component which is nxeo to tne 
emoral component coacts with a c.rcu »» r fl »- ^ " surface a c-shaped circular groove 
ST* and which is general* C-sna^ed anc ^ J^'^ tD allo w relative motion between tne 
which mates with the runners or Jie .emoral co a _ th£ t 

components in both hinge-type Ae* on -£-n of tne claim ec .nyenuon 

However, the issue of inrnngemeru _oniy concern ^ combjnatjon of elemen^ 

Scla^S 3 % P SSK -^ora, and.ti.a, components respect.vely. . 

64. The C-shaped groove, particularly a fF^^ 

tibia, component of the ^^.^n which downwardly facing bearing 
surfaces of the femoral c ° m P° ne " l r °J' n D l C wn ^ n are a continuously chang.ng curve of 
surfaces in the anterior to- posterior snape cr0SS _ sect j O nal shape are a curve 

constantly increasing radii and wn,aun^ ansve « a , iine contact during 

forming par, of a circle anoor snaHow _ oeptn, p. o occ2Sioned Dy roonono, 

articulation occasioned oy riex.on or ,ne kn ^ an ^ m improveG 

the femur with respect to the tiDia, ana ,nereoy p 



wear characteristics. 



. . _.= nr _ f aie m«nt= set forth in claim 1 of the Waugn 
„. The differences between tne »^^:t^ ri Ijmbination as a whole would have been 
Poteni and the prior art are not sucn ^;>_ a ; " h2vin0 ordinary skill in the 

obvious at the time the .nvention wbs ^c - - ?- - . .- 

orthopaedic or biomechanic L '^J 0, .'- s - 
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«. The th. -?~~n^* ^wS,^ SSVT* 

orthooaedic or biomecnanic arts. 

- -,c ^ h* found in the cited prior art which component is provided in 
67. No tibial component .s to oe round in me ^ r5Csiving the downwardly extena.ng 

t^^oflS. b permit flexion and axial rotation of the knee. • 

SB. .o'tibia. component is to be found ^^^^^^ 

with a C-shaped groove, P^fl^^^ is of uniform cross-sectional 

^^^^^ — ^ ^ tranSVer5£ ' 

cross-section as a curve forming part of a c.rcie. 

■ • ,H.n n* elements se^ forth in claim 3 of the. Waugh • 
59. The differences between tne 7™^^ B whole would have been 
Patent and the prior art are not sucn tnat : M comDinat ^..^ ^ jn ^ 

obvious at the time the invention was [ 24] maoe v 
orthopaedic or biomecnanic arts. 

f tibial and femoral comoonents of the prosthetics disclosed 

-..'-.[.856-1-FAG7S PERTAINING TO INFRINGEMENT 

71 . Defendant, 6439 Total Knee ^ia. Component ^^^^^^l 

. connected to the prepared plateau surrac of he proximal ^ ^ ^ ^ ^ ^ ^ 
shaped by having an opening extenaing om tne post- v 

(Exh. ?-sy ■ ■ f 

_-:-,.iarinn enrfaco of the Howmedica 6439 

72. Th*re is-ncTG-shaoed groove-in ^^^^^^S^ exhibit a.so shows 
knee that follows the C-shapec ^fj[^%^°^ e f f which is C-shaped nor have a 
two concave tracks in the upper P^^^ ^ uano ut their length. Nor does the 543S 
uniform cross-sectional snape ^'^T^e forrning-part of [-25] a circle or 
knee have in ^^^^^ located or, the upper surface of a tibia, 
constant cross-section. 1 ne <_ =>napej yi 

component is critical to the "T31 P^ ent - 

■ =.iinw for the same amount of rotation as the 

73. Howmedica's 6439 knee prosthesis ooes no a low ^he s ^ platg3u Qf thg ^ 

prosthesis- shown and descnoeo ' ; ^ fc In tne hu man knee, rotary mot.or, 
icnee restrains axial rotation, wn.cn has j Dene, aai^rr Qf ^ ^ 

• ic constrained by the cruciate, oy tne colteterall 5 am ^ 1 I . ja| compone nt of the 
which does have a tibia, ridge that ^^^ c f^ e AI *°ods of human motion, more active 
6439 knee may not restrict rotation ou nngjes : Consequently, the human 

^Z^^^^^ Z%ZZ«~ to engage the bHd 9 e so that it ooes 
restrict axial rotation. 

7 , The two C-shaped grooves, or .^.JY »« * shaped 
defendant's tibial component, are ^ su uc.u J ™° rf ™ c • 
aroove of the tibial component or patentees caime. 

al - 0 -— ivoiv m- f* 261 interrupted e-shaped groove, in 
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^ an , - nnitarv in^eorally formed device constructed ana 
3S53CS«^- TOli * ^ to r,eu of *. conayle 

surfaces thereof. (Exh. P-3) 

femur shaft. (Exn. P-5) 

7B . Defendant, femoral component is priced witn^ee ^J^^^ 
from the upper surface of the P 0 "?^ ^J^Thaw and extends upwardly from the 
uowardly facing edges., i he tnira fin is 0 ^"|^t he ant-rior portions thereof. The third 
. uppe r surfaces of the condyle .rep lacing ^^.rttrior [-27] par. of the 
fin has uowardly converging upper eages -Xuena.n. 
upper edaes of the first two fins. (cxh. f-s; 

support members. These serve, m .eu of ^«J™^> cros5 . 5ectlonal shape of such downwardly 

- a and °' shal,ow depth - <Exh ' P " 5) 

anterior to poster,, shape* each 
of curves, two in numoer. (cxn. v-^) u« - dj . an inflnits number or radii. 

SlSi S3?^Tn^^^ change, curve o, constant, 
decreasing radii. 

n)fIaP95 nf the defendant's femoral component perform 
t *857] 81. The condylar oeannc , sunaoes o, uie °^enG ^ ^ ^ . 

the. equivalent function in **"™™™^*^ 0a of the Waugh Patent. During the 
surface of -the femoral component of c «' me l ' [ f the . rec itation describing the shape 
prosecution of the patent, Wnght fo^ulno thToatent. Wright inserted the ■ 

of -its femoral' condyles as a grounds [» 28 ^ u,n - that jt£ condyles have a ■ 
recitation,* all its claims ™«?^™* ^™^ n . whi , e . confronted with prior art 
"continuously changing curve or-conscanciy ge^e-sm. 
reiections by the Patent Office. 

■ ■ • ,mw*nr- of claim i the inventors recited among the elements of the 
52: In order to ootain allowance o> ciaim ui- 

ciaim the following features: 

, \ . „_„ owe m it= uDDer surface which is C-shapeo in plan, 

(b) "the tibial component having a groove in it. upper su 
following the C-shape of the component , 

- „, e - clonal shape and shallow depth throughout its 

(c) "the groove being of unirorrn cross se.uonai s..ape a 

length"; and 

pc .- cpr-tion a e a curve forming part or a 

(d) "its bottom being shaped in <^™^^ forth in subparagraph (a) was set forth in 
circle." (Exh. DX-2, ?=•; me unoc. .ineo po. jon s b , oh (b) was ln orioinal cairn 

• -j fiian Tn- iinderiineo portion oi sJDuai ag. -?<• \- , 
cne original claim ^ =- iii=o. m- - 



if.vi R.cnm/'research'rstneve r_: 
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r 7 ta« inventors recited among the elements of the 
S3 in order to obtain allowance or oaim 2, tn- invent 

ciaim the following [**29] feature: 

«f rnnetfanHv deTessino radii." (Exh. DX-3, 95) 
(a) "b continuously changing curve or consLanjyae-.- ... 

- ■? <-hP inventors recited among the elements of. the 
84. In order to obtain allowance or claim 3, une inv-nuor. 

ciaim the following features: 

• • ™r cu-fac» of the device extending throughout substantially 
(a) "A shallow groove in tne upper su, .ac- o. .ne a- 

the entire length thereof; 
' (b) "and therefore also being C-shaped"; and 

' and S shown in Pics 1 and 2 of the original 

85. The downwardly facing bearing ^esj SDe cification as being comprised 

r c chnwn in Pics " and 2 of the original 

86. The.downwardly facing bearing specification as being formed of 
drawings of the patent in su.t we re ces n^m« o 9 ^ ^ from ^ anterjor 
a r** 3 0] .continuous series o ^ ^nat D (see column 2, lines 58-61 of the • 

" K^fK^ sodaS in dSm 2 as origina.ly M.ed. (Ex, DX-=) 

8 ■ s, The language referred to * »^ 

m bearing surfaces of the transversely spac.d apa, _ Component ££ described supra. 



>- 

a. 



LAJ 
CD 



bearing surfaces of the transversely ^pace c ^ ponent as described supra, 

natural condyles of defenaants d43S iolb! Kne, 

. CONCLUSIONS ■ OF LAW 



> i PATENTABILITY OF THE KNcc. 

< 

Ui 
CQ 



H«7The statutory conditions of ^^^^^^^ ^h^uS^tter 
novelty, utility and unobviousness^ ine parae - - - - C2nters on the ques tions 
of the patent at issue was utile, i nerefor=, .he pr.se 
of novelty and obviousness. 

A. Novelty. 

Hi=-nv/prv is *-he keystone to ""^patentability. 
H^Novelty or newness of an inven uon ^d-suovery . . - whjch negate n0V e,ty 

provides: 



"A oerson shall 0£ 



entitled to.a patent [«*31] unless- 



j 0/2/200 
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lanH . the oat=nt on the UCI knee is invalid for lack of 
The defendant Howmea.CB contends ,na, ne P^-" DubiiC3tion of the product prior to 

sss; - * — - p — * inva,,d ' 

-Wth. "critical date" indicates the .c-™-^- ^ 
which an inventor has the opporturuty to engage », n c J 7Rfi , r , c , p . A , 1979V 

ni£ right to secure a patent balan ce of (1) the inventor's. interest in 

The existence and lengtn o, ,n,p^ r sales and jn havjnga SUTflcient 

determining whetner or. not a patent is ^oes.r the public interest in 

amount of time to prepare ano nle a pat ^ ^S^^Z the public, while using it to his 
preventing an inventor from concern n s invent* rron h p t a o|1| d thu£ 

commercial advantage more than [ 32 on y . b th Datent law5 . Call v. 
extending the npnod-of his monopoly beyond. tha P^^A^^nn rn . v . Kenvon 
; . rtnr -, irlinP c , n r QrJ cert, denied, ^S^L^^lQlk,. 

on 1 =ri. I6i =; f 1946V 

■ • • = i.h Conores* to permit an inventor to make "public use" or to sell 

These competing interests led Congress tc > perm, ,. tlon . These same' 
his-.invention.for one year prior to fte r . .ng of a a PP Dhrase ., n public use or on sale," 

considerations, however, na ve led * ■ J udioa gloss City_oLEliz^Pth v. American 
1 allowing certain uses or sales wn.cn are «penmen*l ^^^^^y^^^ ' 

3 Mirhnknr, P=v»mpnr Co., 97 U.,:_ 1,1 ^ j denied, sub nom. Seuouoit 

J S^^tv Utloajjoj^^ EH , rt ^ fl57 4V 

M shprcT.o. v, 1 wnna Corn 4ir U- " ■ . - r -, f! .y hn . is « t0 allow the 

'4 ^p^sToTin^ for purposes of 

* inventor sufficient time to pe^eo. nu ' nv ^'° ^ b sufnc jent testing ana 

patentability once it has been reducea [ 33J 0> p ^ - 7d at 2S1 , 7 hus, 

t experimentation to demonstrate uwrcy. ^. j tes tinTws .apparatus before it has 

I the use by an inventor, in good faith, for ne .p of ^ gven jr 
^ been reduced to pract.ee, is no, a P^^^,^ similarly, a sale which meets the 



v 



pubiishe 



critical data. Rather, tne P*"^^^,*^ nature of the use o, the 

render the knee unpatentable, -nn ?™ v » - • . r»* 34 ] b v dear ano 

knee, the patent owner has the ^^^^Co. " toVL^JJ^l^^ 
convincing evidence. Smitr^^ court i5 satisfied 

that this burden has been met by the piaintifrs. 

. -i-j- or^s 7 h ocic was p8 rfscir o ror purposss 
r*859] Howmedica asserts that ™^^--»>^ - - ^ ;. hsre3ft2r . 7 he testimony 
o> patentability prior to the cesser, operauo,., 0, « m-^ 

... 9 ^_^, c v,ci9b7d-.7ddba67955d430i6db&csvc... iO/2/2003 
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■ ^ — -Hp mativ»= of the doctors in performing the 
adduced at trial, however, ^^^^^es'comoo^ with the need for 

^^^^^^^^^^^ 

finding of patent invalidity. 

f i«r ini/aiiri horause of sales or offers to sell prior to the 
Howmedica also asserts that tne parent « D ^ e t0 cn£ critiC3 , datB wi „ render 

critical date. single instance or sale or oner to s 1 1 ?™ * 

E patent, invalid. Coj^teji^ 

2SS^mi2P-Ci^i£^. No ^ n5 Q f 0 ^r t STl was primarily for the purpose of 
a patent may be vahd DeLono-Corp. 
experimentation, fitv n. Hi^pe.nv *m ^ ^ ^ 
- inf-mfi— ' ^ ■ -20 --^-^ 

■• »*. ~« Qr «iicr 5 ''02(b), Howmedic2 claims tnat a 
As a third ground for patent invahcty .^^^ prior to the critical 

description of the invention was conta.ne in c pertain pnn^ P g artjdes CDntalnin g 

date, in support of this allegation, Howmea.ca Q P™ n ^ se ^ ^ ^ an ^ and 

information about the implantaf or , o^rauon ^^^ e CaliforniB Medica. .. 

lecture by Drs. Waugn ana Smith beror= = me- . _ . , v . 



visua 

Association. 



• v r-iscal dat» which describes the invention will preclude 
H"*?A printed publication prior ,o the | c ^"' w h/vs^q constitute a publication, within 
entitlement to a patent. 551 15 r " l, or ^ u5 tT e described sufficiently to impart to a- person 
the meaning of the statute, tne mvenuor > ae ^formation needed to devise the 

with ordinary skill and knowledge ?f pnor ar the tion , 5PVTno „ r v.-Qsporne. 

invention without further genuine .. . 

Lud^esJ^^^ published is in 

1971). HWi0 ^T'ne publication oar is ^ e0 "P°" -' off £ ed thereafter in exchange for the 
inTDublic domain, and that no consiaeraoon . an ^Lf^^_^^ For this 

arant of a patent monopoly. B^^^ 

S^e^%^^ -™ 16 

• <-u~ „oi^pr the newsoaoer articles nor the lecture 
The evidence in this case demonstrates tna, neither tne . news sp_ . g ^ ^ 

constituted printed publications withi "f*^ n ^^ of the news media and 

implantation [-37] performeo °" ^ ^"^/ho^ever, did not bring the invention 
certain accounts «*™5£* ^ ru - ^ describe the invention or meet tne 
into the dudiic domain, insoisr -5 ui^y 
" standards enunciated above. 



Footnotes 



- ' „ « n0 fhpr with - brief description of the new 
ru. The success of the operation on Mr. ^^-^ Press article in the Long 
Prosthesis and its manufacturer wer_e repo, ^ ; ,n ^ e T d an 3rtide appeared in the 
Beach Press Telegram on January^, n ' £WSps? er carried a brief 

SKntSnntff ^rgencS ^ ^ 3ersey appeared in ear,y Feoruary. 

w^^sxb^^ !0/2/: 
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End Footnotes- 



. l. - ^ r a iifn-ni? Medical Association was attended by [*860] 
The lecture deiiverec berore ,ne n /f ^2?' ^ dcalt mainly wit h the development of 
approximately thirty persons. Dr. *™*^T%£> ^projections of -certain slides which 
the UCI knee. In connection witn jib lecoir., ^^SouSh slides can constitute printed 
showed [-38] pictures ano °rawmos o, , Thermal and Electronics 

publications, IM1J»J™ of the slides at the 

industries, mr r.Za i-p .,. ^ w , - H - H _ the invention to the extent necessary to 
S^is limited in duratiorTand coulc not ^V^V^ invention. In this regard, it is 
enable a person of ordinary skill in ™ slides prior to the critical date, 

important to no* *. ^ ^ - ^ ^ ^ore, there is no evidence 
and tnat no print ot me siioes w.r. n.9 ^^-.^ ma de available to the extent mat- 

claimed invention. 5ee -■ '-• Jl ^- — 1 — ■ 

(5.D.N.Y.1966). 

5. Obviousness. 

« r, v f^ n 'io^ «U-C s 103 (I9xx), -provides: 
"Section 103 of the Patent Act o. — u.-.--. v 

-s 103. Conditions for patentability; non-obvious subject matter 

. t . . ^u.- riiffar=.nc o< = between the subject matter 

-A patent may not be oota, ed ■ ■ ne fl .n^. ^ ^ ^ 

sougnt to-be^ enced ano 39] " J ^ .^.^ W£S madg D a 

-as 5 wnoie wou.c have oo o ^ per _ 3|ns 

by th£ manner ^ WNCh inVenti ° n ' 

made." 




several factual inquiries: 



-Under § 103, the scope and ^^^^^^^^ 

back^unc: the obviousness or nonobviousnessor tne suojecc ,„a.e, ,s 
determined." ^ lJ - g - 3t w ~ 3l 



addition, "secondary consider 



ation.s" sue: 



h as "commercial success., long felt but unsolve 
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- -nor- a- " mav b» relevant as indicia of obviousness, id. 383 U.S. at 17- 
neecis, failure ot otners, e^. may 3- ie>» 

fiS £. Q at 553. 

, ■ -,p C . -actual r**401 inauiries, the court notes that ™«?a presumption of 
. Before making tnes= .actual L J™J , ' , rovinQ invalidity rests upon tne 

validity generally attaches to a patent J 3 7oni ; h Rad ir , rnrn .. , 4S F . 2d B8 . 

defendant. ^"c,C £ 282: iokwn ^'''^-^ ' s ? tne 5tatu t D ry presumption of validity • 

does not apply in tnis case because c-ra n p .o a ^ ^ pnrn „ 2 _ 2(j 

Trademark 0^, SH W^n »nv o A, ,, ^ ^ ? 

1020. -mA nr. is//), i n- aegre- tu De rtinence of the art actually 

Seeing of the pertinence of W^^£STM*J 3rt ra,erencK citad 

considered by the Paten Ofnce. MA^^ b the p aSn t Office, the court 

by Ho«medica in light ot the prior ar £"£7 e uoon Y by Ho wmedica,.s more 

f,„as as a matter of fact £££ that cLd by the examiner in the . 

!» SS^X^^* ^C-lT couTSin, with 



o 



< 



CO 
UJ 

CD 



evidence, 'd. at 1024. 



Tne court has considered a„ <^^££ £ the S^"^^ 
Soecifically, the court has cons dered ^^ uc " ^'°^ C ; oferenco) the Der [*861] Chirung 
^ ^^•^S- ^ - S, G eor S S,ed (the Un* 
patent) the MGH prosthesis, and the Johnston Patent. 

After considering this evidence t* ^^^^^Sof the 

several claims of the Waugn F^en^no *e ^ ^ ^ ^ ^ 

> whole would have been obvious a, une ume tne me C0U rt.f.ncs that the 

Q- ordinary skill in the orthopaeo.c or oiomecnanic arts.- i ... 
O Da t e nt is not invalid for obviousness 



t ^_ y c r r**421 '0" -103 

j Because the statutory conditions of Pa^bllfty «t ^ n Waugn Patent ^ ^ntaole. 
\ wfc the patent was properly obtained. . 

, D1VN7IFPS CONDUCT IN SECURING THE PATENT. 

l Howmed.ca asser, that the Waugh inv^d as a «ut cj cejain co^ct of Wrjgtt 

and the doctor-inventors wn.le tne parent was pen 'P'nfi reoresentBt ions of fact were . 

" claims that the patent was procures ^uauten^ . ^^'^ disdosed t0 tne Patent 
made in the patent applicanonanou.at^ 8 ^ j „ , tnat the declaration form 
Office. Howmedica furtner presses us case ror mva »° Y - - , thfi appiic3 tion. 

was executed-in-blank and that certain post-oau, .evis.on-. we. 

A. Fraud. 

■ - -a-onf ic = vaiid -iefense in = suit for patent 
"""♦Fraud in the Procurement o, = ^ -„ ^ nmnH v> Mainf^nr- Machinery 

infringement. P^isipn,^^ ..^ 7hj£ defense is based upon the 

Pr> . ~?4 U.F 30fi. » => ' 7 ■ -- , . ■ . jwe th£ Dubijc s paramount interest 

"social and economic consequences o, a r^L™- ? fr ~ fr-m fraud or other 

in seeing that patent monopolies, spring ,ro,,, ----v- ^i-r^ ' 5D oiicant for = patent, 

ineauitable conduct." Tc J ^24jLa i JL*i^=_s^^i^ 
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■ • • w - -^idard* of -honesty and candor in presenting his bid for a 
therefore, is held to tne n.ghes, ^anaaru* or none y ^ fc ^ 4l3 F.^ 77Q. 167 U.S.P.O. 
- patent to the Parent Offla^iirnn " r^'—^ is no rational basis tor a . 
532iC,C.P.A.i9701; _^^^^^ions and misleading omissions.; Monsanto Co. 
distinction between amn , ,a-.ive mis.-pr. F.2o s92 (jo dr.), 

vj^mjkj^^ If such 

cert, denied, ^2JJ^^^=^~-^^ - . be material in order to affect tne 
misrepresentations or omissions a. = Pi" senL ' ^7^. rhrnma | lnv Ame ^n Coro. v. Allov 
validity of the patent. m^SS -"'' 1 , tsst of materiality, however, is a ■ 

Sjirfa^J^^^ which are material, 

iibsral ° n£ - ^^T^T^f^ i nndino of, "at the least, gross negligence or 
finding or rrauc mus, oe oase pon - - Qff|C£ _ peLgno.rnrR. v. Raymono 
reciciessness in representing ,he raos ,0 ; n. A ^ 1 _^ J[ 3 d _ QL _ I ^ 
Tnrr>matio "al r " mc - =^ r - zc - J ;t — 



Footnotes 



: n3 . presently, 37_CLR^56 states that: 



"A duty of candor and good fart., owan. -- n f „ a c ; proseC utes the application and on every 
inventor, on each attorney or ageru wh ^ oarsi]on or prosecution of the 
other individual who is suosanuany invo^ P ^ a£sjgnee or wjtn anyone to 
application and who is ^socia.ed w,t,, ,h^ e . indiv iduals have a cuty to 

whom there is an obiigat.on » / BS ^ v ^ e a _ p ^ ™ which is material to the examination of 
disclose to the Office information ^™ a ^ e °J £ er£ is SUDSt antial likelihood that a 
the aoplication. Such inrormauon s material wne . ^ a|)ow th£ ap?iic3tl0n 

reasonaole e*a£n^ degree of involvement in the . 

preparation or prosecution of the appl.cat.on. 



End Footnotes- 



' . tu . ^ P ratont -DDiication was misleading in tnat (1) two [ 862] 

□ Howmedica contencs tha, ,ne paten, -PP»" overstatsd their qualifications ano tne.r 

O - affiants, [-45] Drs. Mcrariano and affiant5 5tated falsely that the 

yj knowledge of the state or m*?:™*™^^ that the UCI knee had a sing.e so-ca lea - 

> prior public use, sale or printed publication. 

n=»r=-»i\/ sind a«= a whole, and finds that the 
T* ««t r.as con^*""*^ ^"audulentiy i, in e ou,«b,y. (r,nd,nos 

plaintiffs did not procure tne patent on .ne 



UJ 

m of Fact 55-70). 



5. post-Oath Revisions to the Patent Application. 

n -- Wauah Patent on the ground of fraud and 
Howmedica further challenges tne vahauy ^ -_. njs cha | len ge arises out of the failure 
ineouitabie conduct in tne procurement u r>--- fcinc and SW earing to the 

of the inventors to read the P a «^ JPP 1 ^ 10 " ? aDD | ic3tlc ,n without the knowledge 

Declaration, and the existence or alteranon. m-j 

or aDoroval ["46] of the inventors. 

.__ - va( - uto H ,nd swore to the Declaration.. Power of _ 

On November 14, Iwz, tne ,nven,o,, --j^-- dinc , completed application, ma, 

A _ L . rney anc ; petition in blank w.tnout a „ =^n„ -=>P 
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Declaration stated: 



' _ - . ^ m ^ b c executed only when attached to a complete application 
"NOTE: i nis "orm may.De -^c- u >— 1 
as the last page thereof." 

■ -onre snfi nr»sent when the Declaration was 
Although a draft may have been ' ^- n ^ ; ven tually filed with the Patent Office, 
executed, it was not tne apphcat »o^mo) was q subsequent to Novemoer 

Furthermore, there were manges maa fJ° 'T^.-xe-uted anc : was filed witn the nnal 
i 4| 1972. The Declaration ^^^^.e^iiSrt trial to show that the completeo 

l^^ n ^^^ ^^^^ revieW6d by rnVent ° rS Pri ° r ^ T " ,ng 
Patent Office. 

s c„rh conduct was proper. Itcannot be gainsaid that 
■ The plaintiffs do not contend oiat sue. ' ° nd ^ tion P w ^ s improper and woula prov.oe a 
oiaintiffs' action in P™seciiDng the »jten . jtY Tne ruie£ of the Patent Ofnce, or 

sufficient basis to support a finding < * ^^ V %i»4 7] stated that: 
which the plaintiffs are charged with knowledge, L 



■ •" , ' <-n -,r hiank or without actual inspection 
-Any "-^application .^ned - sworn biank,or ^ ^ ^ ^ 

by the applicant, anc any appl«c«Jon alt-r -0 _ ^£^^55 n 4 
or sworn to ... may be stricken ,rom tne mes. ^ . 



4. 7 



■ h Se- ^7Ci^_i_L5sIc} ( 198 °)- 
■he oresent rule is substantially the same. Se- ^ - 



End Footnotes- 



The failure of the plaintiffs to adhere, wh« her n ^ ^.^J^^^^court finds, , 
s a matter which this court neitner W™*™^^ were not substantial changes a no 
albeit reluctantly, that the ranges maoe -n ^e ^ppi.e ^ ^ ^ fQr ^ 

were not made with any intent ^f'^^e patent invalid. ■«mmoRJ^^ 
reason, the post-oath revisions 00 not renoe .n. p 
■^^i r. ^.F.2d 3771?0mnr. »U • .. 

• ■ c s, a r,r in >he fac» of such improper conduct shouio no. 
The court's decision that the patent .s va « m -he ,ac- ^ n wejg , s he2Vliy 

be misunderstood. Althougn tne ™*™^*™J sMd be stricken, this [**48] . 
in determining whether or not Pf,^"X ^ e ^ de"erminino the standard of propriety _ror an 
consideration should play aosoh^y ™ n J^J^^ 
attorney prosecuting an application. V:no_nD- u 
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III. INFRINGEMEN 1 . 

.. • — rip^r .-D-psiders-oleintiffs' cieim tnat tne 
Having determined that the-oatent is vane, tne ,ou^ - ^ , 43S kns£ prosthesis, 
defendant unlawfully inrnngec tne - 
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- at th- -iaimc of the Waugh Patent read literally upon the Howrnea.ca ■ 
Plaintiffs argue firs, lmBl un -aim. ^o u mus . bg 

™«?knee. To estab.isn ,nfr.ngemenu, eacn eLm-n^n ^ p ^ p ^ ^ 

incoroorated In the accusea oevce r mp_ _nr^j ^ ^ qr t ip86 

OdJ3lO£53), cert t!^ 0 ' ^j^^ Howmedica knee has all 

The documentary ano testimonial 0,0 The condy | es of its femoral component 

of the essential elements recuse me Patem Y nQr do£S the 

do not contain a "continuously cnang.ng^ Y whjch js c . shape£j jn p|an ., 

Howmedica tibial component have =. ^t^^^s^sectional shape" nor of "shallow. 
The two articulating surraces are ^ne £ ;r or « e h ^ ^ ^ 

S^^S * — - 53ld *' Cla,mS ° T ^ 

patent read literally upon the Howmed.ca knee. 

. nr , . h ,. pven if the claim lanouage does not read upon 
As a fallback argument, plaintiffs ^^VomDrised of elements which perform 
the accused device, the accuseo ™^*£^£™ m £y to obtain the same result as 
substantially the same functions in sute^nuany dnesan y ^ Qf 

do the elements of the claimed ' nven ^- ' "^ n ^ a n ' t ^ 
eauivalents can be summoned to estabi.sn in., ing.ment. 



> 
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O 
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-<?The doctrine of ec.uiva.en, ^^^^^^^^ 
merely in name, form or shape rrom ^^^^^J^ZB 485-fl973).. . 
lM_F^c^ (5th Cir.) cert, oe™ 
Thus, minor deviations from tneji^eral scop. o. tne pa 
the patent's protection. at -868. 

. DW3 . it i<; nnn^ossary to reach the issue of equivalence. In 
H^Tln some situations, howeve, , it is y contained in e "file wrapper, 

these situations, the history or tne Pn»ec J uon o, ,ne p^ • narr0 wed, or otherwise 

reveals that the patentee has surrenaered -aims, or ha. an^ ^ ^ ^ 

limited his claims in res P on ?V° offic- in order to obtain the patent, such consent 

consents to the demands or the .Paten, Ofr c £™ bounci by it . id, at 870; see Capn 
ooerates as a disclaimer, ano the apphcan .s oer^rt-^ ^ p ^ ^ , ^ 

r.r. v. H^jp Carnecnr m^|-v -^nn^ UC M , r . n . t , nt hnloe r 

n°76>. H ^~he doctrine of "file wrapper estoppel, *« r r™™£ nt off|C£ t0 secure approval 
^mYater recapturing the t>readth_wn,cn was g ven "P^ ^ B ; n . t ei . | ,,c i ?fi . 6 2S,Ct ■ 

Howmedica asserts the doctrine of nle = es^pel ? ^ndMJr hiding that the 
Wauoh Patent was not inrnngea. A, l £! ,. viewing are now DOuno _ 

Plaintiffs did make certam ^~n«ons u£-. Bu£ ^ . . ^ of these 

These representations , in erre,, J.m« ■-; 8 was not an infringing device, 

limitations, tne court nncs u.3l ,n= o-.-nua 

• r'ain= me inventors recited among the elements 

in order to obtain allowance °^ eac ^. 0 \. t "- -',J a "4 ) For examoie, the inventors 

of the claim certain features }^™^» ^omoor^i that the shape of the condyles 
inserted into tne claims con,c. n.np vn ■ constant . iy decreasing radii rrom tne 

SE^lffE *e patented l*SS« of the tibial 
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■ ^ -c-shao-d curve in Its uoper surface" and .n me "conszandy curved 
component res.oea in me C s. ,ap^ cu ^ ^ pnQr af _ , n£S£ 

cross sectional snaps" in an *™^^ s ;^f ^ * e clairns of the application after it was 
substantia. [-52] ^^t^^^^o that either the language of the claim 
^ of ^^Srscope of ^ Patent sufTicient breadtn to perm.t a 

findino of infringement in this case. 

The L*. • ** - infringement even if the Wringing dev.ce is *. equivalent of 

plaintiffs' claims. 

tv' ATTORNEYS' -FEE5. 

The plains and the ^ ' 

defendant's conduct was willful, sa.a "^4''^ ^sed uoon allegations of fraud and 
infringement. Defendant, on tne oC "^. n ^ f n ° t ' e Se .; tont> See =^n\, i ovgll MannfRCturino Co 
inequitable conduct in the P^^ment of he pa^nu ^-^TrT^. 100 L Ed. _S39 
in R*4. 849 H r. 19^L «rt. oen eo, ^ a , e Q ^ (26 c ,r. 19ZIL cerT 

nisiviSnTG^^ For the reason s 

oenied r ^l,c 95 F r. f S3] g .. aud nor .nequ.tau le conduct. Therefore, 
stated above, however, tne soaringly, 1 — * inc. v. 

because the award of attorneys ,ees is to oe us e- s. « » because tnis c3se is not 

"exceptional" within tne meaning or § 28s, .ne : court 
costs or counsel fees. 

■ «™n* chaii be entered in favor of the defendant on the 
For the foregoing reasons ^ 
complaint witnout coslS o. ^ou..sei ie— - r 
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